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REMARKS 

This is in response to the Office Action dated July 14, 2005. In subject Office Action, 
the Examiner rejected Claims 1-3, 5-6, 8, 10-12, 14, 16, and 20-21 under 35 U.S.C. § 103(a) 
as being unpatentable over Kobashi, et aL, A New Technique For Cystocele Repair and 
Transvaginal Sling: The Cadaveric Prolapse Repair and Sling (CaPS), UROLOGY 56 
(Suppl 6A), 9-14 (2000) (hereinafter "KOBASHI") in view of U.S. Pat, No. 6,666,817 to Li 
(hereinafter "LI"), and U.S. Pat. No. 5,934,283 to Willem, et al. (hereinafter "WILLEM"). 
Additionally, the Examiner rejected Claims 18-19 and 22-29 over 35 U.S.C. § 103(a) as 
being unpatentable over KOBASHI in view of LI and WILLEM, and further in view of U.S. 
Pat. No. 6,197,036 to Tripp, et al. (hereinafter "TRIPP"). Finally, Claims 1, 6, 10, and 20-21 
were rejected under 35 U.S.C. § 112 ^[2 as being indefinite for failing to particularly point 
and distinctly claim the subject matter which Applicant regards as the invention. 

1. Currently Amended Claims 1, 5, 10, 20 and 21 are not indefinite 

Applicant has amended independent. Claim 1 to read, in relevant part: "...a sling 
portion fabricated fi-om a first material. . . and a bladder support portion fabricated from a 
second material ..." Furthermore, dependent Claim 6 and .10 now additionally, define a first 
material to be "synthetic." Claim 10 further defines a second material to be a "harvested 
segment of tissue." Claim 20 likewise defines said second material as "harvested tissue," and 
Claim 21 defines said first material as being "synthetic." In this regard, Applicant 
respectfiiUy submits that dependent Claims 6, 10, 20, and 21 ftirther define the invention as 
set forth in independent Claim 1, namely, that a first material featured in Claim 1 is harvested 
tissue, and the second material is synthetic. Applicant therefore submits that Claims 1,6, 10, 
20 and 21 particularly point out and distinctly claim the invention, and is not indefinite. 
Accordingly, applicant requests that the examiner withdraw the indefiniteness rejection under 
35 U.S.C. § 1 12 112 of Claims 1, 6, 10, 20, and 21. 

2. Claims 1-3, 5, 6, 8, 10-12, 14, 16, 20, and 21 are not obvious over KOBASH in view 
of LI and WILLEM 

In rejecting Claims 1-3, 5, 6, 8, 10-12, 14, 16, 20 and 21 as being obvious over 
KOBASHI in view of WILLEM and LI, the Examiner asserted that KOBASHI taught an 



7 



Application No.: 10/684,861 

Response to Office Action of July 14, 2005 

Attorney Docket: CLDRA-OOIA 

implant formed in a "T" shape having a sling portion and a bladder support portion, except 
for a sling portion constructed of synthetic material and a bladder support portion constructed 
of natural materials. The Examiner then asserted that both WILLEM and LI taught 
implantable slings constructed of both synthetic and natural materials, and that combining the 
KOBASHI implant with either of WILLEM or LI would resuh in Applicant's invention as 
claimed. 

It is respectfully submitted that the mere fact that references can be combined or 
modified does not render the resultant combination obvious unless the prior art also suggests 
the desirability of the combination. In Re: Mills, 916 F.2d 680, 16 U.S.P.Q.2d 1430 (Fed. 
Cir. 1990). As understood, KOBASHI teaches a surgical procedure for treating incontinence 
wherein a T-shaped sling is fashioned out of a natural fascia lata during the operation . 
Applicant respectfully submits that there is no motivation to use a first material in the sling 
portion positionable beneath the urethra of a patient in place of a second material making up 
the rest of the device, because the KOBASHI sling is constructed during the operation, not 
prefabricated as claimed in Applicant's invention . Substituting a portion of a sling with a 
first material during operation instead of fashioning the entire sling out of a second material 
as taught by KOBASHI adds needless steps and complicates, the surgical procedure. 
Applicant therefore submits that no motivation exists to substitute the sling portion in the 
KOBASHI device with a separate, first material, and Applicant's invention as set forth in 
Claim 1 is not rendered obvious thereby. As such, Applicant respectfully submits that Claim 
1 is in condition for allowance, and Claims 2, 3, 5, 6, 8, 10, 11, 20, and 21, which depend 
therefrom, are likewise in condition for allowance. Moreover, Claims 12, 14, and 16 are also 
deemed to be in condition for allowance, for the reason that such claims recite salient 
features that render Claim 1 non-obvious over KOBASHI in view of WILLEM and LI. 
Reconsideration and withdrawal of the rejections is therefore respectfully requested. 

With regard to the Examiner's assertion that to make specific parts out of specific 
materials is a matter of routine engineering design choice, Applicant respectfully submits that 
the Examiner is inadvertently relying upon an impermissible "obvious to try" rationale. As 
explained by the Examiner, synthetic materials are stronger, possess greater durability, and 
cost less, while natural materials have a lower risk of infection and better tissue ingrowth. 
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By the Examiner's assertion, what appears to be suggested is that it would have been 
"obvious" to "vary all parameters or try each of numerous possible choices until one possibly 
arrived at a successful result, where the prior art gave either no indication of which 
parameters were critical or no direction as to which of many possible choices is likely to be 
successful." 

More particularly, there appears to be no suggestion in the cited references, either 
individually or in combination, that it would have been desirable to construct an implant 
varticularlv comprising a sling portion fabricated from a synthetic material and a 
bladder support portion fabricated from a natural material . While general properties of 
synthetic material and natural material are known, there is no indication in any of the 
references as to why either material would be ideally suited for supporting the urethra rather 
than for supporting the bladder. As described in Applicant's disclosure, constructing the sling 
from synthetic material provides durable support to the urethra, and constructing the bladder 
support from natural material provides substantially enhanced biocompatibility. See 
paragraph [0025]. These particular unique and nonobvious features are what define the 
invention set forth in dependent Claims 6, 10, 20 and 21, and are therefore not obvious in 
view of the cited references. Further, Claims 12, 14, 16, are also believed allowable for 
reciting features rendering Claims 6, 10, 20 and 21 non-obvious. Accordingly, Applicant 
respectfully submits that such Claims are in condition for allowance, and reconsideration of 
the rejection and withdrawal of the same is requested. 

2. Claims 18-19, and 22-29 are not obvious over KOBASHI in view of LI and WILLEM, 
and further in view of TRIPP 

As an initial matter, Applicant has amended Claims 27-29 to depend from 
independent Claim 26, for without the amendment, said Claim 27 would have been identical 
to Claim 23, Claim 26 would have been identical to Claim 24, and Claim 29 would have 
been identical to Claim 25. Claims 18 and 19 now recite the additional features of a sling 
portion being fabricated from a first material. Further, Claims 18 and 19 also recite a rectum 
support portion and an intestinal support portion, respectively, fabricated from a second 
material. For the same reasons discussed supra with respect to Claim 1, Applicant 



9 



Application No.: 10/684,861 

Response to Office Action of July 14, 2005 

Attorney Docket: CLDRA-OOIA 

respectfully submits that Claims 18 and 19 are not obvious over KOBASHI in view of LI and 
WILLEM. 

Independent Claims 22 and 26 now recite the additional features of providing a pre- 
fabricated implant comprising a sling portion formed from a synthetic material. With respect 
to Claim 22, a rectum support portion formed from harvested tissue is featured, and with 
respect to Claim 26, an intestinal support portion formed from harvested tissue is featured. 
For the same reasons discussed supra. Applicant respectfully submits that by clarifying the 
present invention to recite these abovementioned features, the obviousness rejection of 
Claims 22 and 26 is overcome. Furthermore, at least for the reason that Claims 23, 24, and 25 
depend from allowable independent Claim 22, and that Claims 27, 28, and 29 depend from 
allowable independent Claim 26, and that additional features are fiirther recited, Applicant 
submits that such dependent claims are also allowable. Reconsideration and withdrawal of 
the rejections is respectfully requested. 

3. Conclusion 

On the basis of the foregoing. Applicant respectfully submits that each and. every 
pending claim of the present invention meets the requirements for patentability and 
respectfully requests that the Examiner indicate the allowance of Claims 1-3, 5, 6, 8, 10-12, 
14, 16, and 18-29 of the present application. An early Notice of Allowance is therefore 
respectfully requested. If any additional fee is required, please charge Deposit Account 
Number 19-4330. 



Respectfully submitted. 
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